§172.380

(b) To assure safe use of the additive,
in addition to the other information re-
quired by the Act, the label of the addi-
tive shall bear:

(1) The name of the additive.

(2) A statement of the concentration
of the additive in any mixture.

§172.380 Vitamin Ds.

The food additive may be used safely
in foods as a nutrient supplement de-
fined under §170.3(0)(20) of this chapter
in accordance with the following pre-
scribed conditions:

(a) Vitamin Ds, also known as chole-
calciferol, is the chemical 9,10-
seco(5Z,7E)-5,7,10(19)-cholestatrien-3-ol.
Vitamin D; occurs in and is isolated
from fish liver oils. It also is manufac-
tured by ultraviolet irradiation of 7-de-
hydrocholesterol produced from choles-
terol and is purified by crystallization.

(b) Vitamin D; meets the specifica-
tions of the Food Chemicals Codex, 4th
ed. (1996), p. 434, which is incorporated
by reference. The Director of the Office
of the Federal Register approves this
incorporation by reference in accord-
ance with 5 U.S.C. 552(a) and 1 CFR
part 51. You may obtain copies from
the National Academy Press, 2101 Con-
stitution Ave. NW., Washington, DC
20418 (Internet address http://
www.nap.edu. Copies may be examined
at the Center for Food Safety and Ap-
plied Nutrition’s Library, Food and
Drug Administration, 5100 Paint
Branch Pkwy., College Park, MD 20740,
or at the National Archives and
Records Administration (NARA). For
information on the availability of this
material at NARA, call 202-741-6030, or
go to: http://www.archives.gov/
federal register/
code of federal
ibr _locations.html.

(c) Vitamin D; may be added, at lev-
els not to exceed 100 International
Units (IU) per serving, to 100 percent
fruit  juices, as  defined under
§170.3(n)(35) of this chapter, excluding
fruit juices that are specially formu-
lated or processed for infants, that are
fortified with greater than 33 percent
of the Recommended Daily Intake
(RDI) of calcium per Reference Amount
Customarily Consumed (RACC).

(d) Vitamin D; may be added, at lev-
els not to exceed 100 IU per serving, to
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fruit drinks, as defined under
§170.3(n)(35) of this chapter, excluding
fruit drinks that are specially formu-
lated or processed for infants, that are
fortified with greater than 10 percent
of the RDI of calcium per RACC.
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§172.385 Whole
centrate.

The food additive whole fish protein
concentrate may be safely used as a
food supplement in accordance with
the following prescribed conditions:

(@) The additive is derived from
whole, wholesome hake and hakelike
fish, herring of the genera Clupea, men-
haden, and anchovy of the species En-
graulis mordax, handled expeditiously
and under sanitary conditions in ac-
cordance with good manufacturing
practices recognized as proper for fish
that are used in other forms for human
food.

(b) The additive consists essentially
of a dried fish protein processed from
the whole fish without removal of
heads, fins, tails, viscera, or intestinal
contents. It is prepared by solvent ex-
traction of fat and moisture with iso-
propyl alcohol or with ethylene dichlo-
ride followed by isopropyl alcohol, ex-
cept that the additive derived from
herring, menhaden and anchovy is pre-
pared by solvent extraction with iso-
propyl alcohol alone. Solvent residues
are reduced by conventional heat dry-
ing and/or microwave radiation and
there is a partial removal of bone.

(c) The food additive meets the fol-
lowing specifications:

(1) Protein content (N x 6.25) shall
not be less than 75 percent by weight of
the final product, as determined by the
method described in section 2.057 in
“Official Methods of Analysis of the
Association of Official Analytical
Chemists”” (AOAC), 13th Ed. (1980). Pro-
tein quality shall not be less than 100,
as determined by the method described
in sections 43.212-43.216 of the AOAC.
The 13th Ed. is incorporated by ref-
erence, and copies may be obtained
from the Association of Official Ana-
lytical Chemists International, 481
North Frederick Ave., suite 500, Gai-
thersburg, MD 20877-2504, or may be ex-
amined at the National Archives and
Records Administration (NARA). For
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